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A. GENERAL 

I. Study Title: 

2. Purpose; 

3. Methods 
~idtliuea: 

4. [{egulatory 
Compliance: 

5. Quality Assurance;: 

6. Test Subsh111ce: 

7. Proposed Schedule: 

8. Study p irccror; 

(Rev: 0,1Nov20) 

PROTOCOL FOR STUDY 24069-20 

Proch,ct Chemistry 

Protocol for Study 24069-20 
Pago 2 of 5 

This study will detemline physical and chemic~) charac,erist ics of the 1est 
substance. 

This study will be conducted in accordunce with Office of Chemical Safety 
and Pollution Prevention (OCSPP) Guidelines, Series 830 Sections: 63 14 
(oxidation/reduction) and 6316 (explodability). 

This smdy will be conducted in compliance with Good Laboratory .Practice 
Standards o f EPA FIFRA, 40 CFR Part 160. 

Jn the even1 of a Regulatory rns1,ection, regulatory inspectors will be 
provided with all s tudy documentation requested. The Sponsor wiH be. 
notified of the inspection of d,eir study. 

All methods can be found in STILLMEADOW, lac. Standard Or,erating 
Procedures (SOPs). 

The Quality Assurance Unit (QAU) will review tho prolocol. Tho study 
info1mation will be. entered int◊ Lhe Master Schedule. ln~prog_ress 
i,,spection(s) will be perfom1cd to ensure the integrity o f the scudy. Aoy 
deviations from SOPs. the Protocol or Good Laboratory Practice Standards 
will be immediately reported to the St\1dy Director and M·aoagement. '£1:te 
report and raw data will be audited and a statement prepared and signed that 
will specify the dates thnt the inspcctio,:ts wel'e made and findings reported 
to Management and the Study Director. 

Be.hr Antibacterial Palnt, #3190. Test substance identific.atio11 should 
include 1he name, lot/batch number and purity. The Sponsor should also 
provide information regarding sttfety, s tability, storage conditions and 
d isp0sal. ·nle Sponsor assumes responsibility for purity, stability, identity • 
.synthesis methods and location of docu,nentation. 

Proposed Expe1imcntnl Start Date: 
Pro1>0sed Experimental Elld Dato: 

Victor Li, MS 

17 Nov20 
15 Dec 20 

S TILLMKADOW. Inc. 
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A. GENBllAL (cont.) 

9. E..xperimental 
§.Y!llllll!J)!: 

Protocol for Study 24069-20 
Page 3 of5 

The pl\ysical and chemic., I characteristics o f the lest subs1anec ,.,,rill be 
dcicnnincd by appropriate rneans, if applicable and if possible. 

10. Protocol Amendments: Any change or altcr;:i.tion in lhe protocol will be justified, approved by the 
Study Director and recorded in writing 

11. Sponsor Audits: The Sponsor may send an authorized reprcsentt1tive to inspect the test 
system rmd/or d••• on rhe STILLMEADOW, Inc. premises during nom,al 
work ing hours. 

B. EXPERIMENTAL DESIGN 

I. Oxidation/Reduction: Chemical Jncs,mpJllill.ililJ£ (83Q.6J 14) 

a, Natm,; of lhc 
Test Substance: 

b. Test Method: 

Information on the ox.idation or reduction potential of the test substance 
may be obtained through knowledge of the chemistry of the produc1 or by 
application of the method <lescribed below and/or chrough anothc.r method 
determined by knowledge of the chemistry of the product . 

i. Test Conditions: The tests will be eonducled at the approximate temperatures expected 
during the nonnal use o f the test substttncc. The nctunl tes1 
temperarnre will be recQrded. 

U. Method: The ratio of d1e mass of the test substance to the mass of the reac1anL 
will be sufficiently high to simulate maximurn exposure simations. 
The test substance will be placed in contact with each of various 
reactants for 24 hours A.nd au observations recorded. The tetnperature 
o f the test substance wi II be recorded at lensl immedi,ntely before und 
24 hours after the addit ion of die reactant and the difference 
calculated. Tcmpernture increase.:; of>S°C w ill be considered 
sigliificant. 

iii. Reactaots: 

(Rev: ()4Nov20) 

'111e reac•tants used in the assessment of oxidation and rcductio11 
potcn1ial of the rest substance will vary depending on tJle physical state 
and intended uses of the test substsnoe. Appropriate reactants wiU be 
selected based on knowledge of the test substance and its intended 
uses supplied by the Sponsor. Example-s of reactants jnclude: wate.r~ 
cart,on diox ide and/or monoammooium phosphate, or other 
compounds commonly osed as fire extinguishing ngel)t~; e lemental 
2.inc or iron, or other moderately strong reducing ag~n(s; a moderately 
Strong o-xidizing agen1 which may come in contact with the test 
substance during its intended use; and, if intended for use in 
households, a household organic solvent such as kerosene, turpentine, 
or gasoline. 

STILLM.EADOW, Inc, 

3



Appendix A - Signed Protocol (cont.) 
 

 
 
  Page 22 of 39

Protocol for Study 24069-20 
Page ,l ofS 

B. ficPERIMENTAL DESJGN (conL) 

I. Oxidation/Reduccion: Chemical lncompatibilitv (830.6314) (cont.} 

c. Re.porting: Discussion and conclusions about 1he oxidation or rcducHon potential of 
the test Shbscance will be reported. ResulLc;. of aoy testing, including 
significant temperature increases. will al.so be presented in the reporl. 

2. Bxplodability (830.6316) 

a. Method: 

h. Procedures: 

c. Reproducibility: 

d. Reporting: 

3. Test Substance 
Accounrabilit.x: 

4. Disposal of Unused 
lliilil~stance: 

5. Safety Precautions: 

An ASTM method will be used with differential sc-am1ing calorimetry 
(DSC) for liquid test substances. 

The boiling point of the liquid sample will be detem1ined or knowo before 
the explodubili1y can be detennined. A small weighed sample will be 
placed in a tared metal boat and the top of tho boat will be crimped. 'Inc 
sample will be place.(( in tbe DSC along with an appropriate inactive 
reference material, and both will be heated from ambient tempemnire lo 
400°C 01· S0(IC less 1.han the samples boiling point, whichever is lower. 
The DSC will be n.:ad for a. spikt: showing a release of energy. which 
would indicate an explosion. r.r necessary to observe the full curve, the 
lcmperature may be extended. 

Ar least two odditional determinations wiJI be made. 

TI1e readings will be averaged and repo11ed as °C, 

A comprebeosive inventory oftest substance received and used will be kept. 
The tcst.st1bstancecontainer(s) ""'ill be weighed when received 1U this facility 
and a l'ecord of all test substance use will be maintained. Test substance wilJ 
be stored in the original containers, ot in the equivalent thereof, 01· in glass 
containers with polyethylene scrcwMtype caps. 

Unused test substance will be disposed of at Sponsor' s expense after 
tcnnination of lhe study. 

fie.neral safely precaulions os required by laboratory SOPs will be followed. 
The Sponsor will supply basic toxicity data on the test substance to be used. 
However, since the toxicity oftesr substances is often not well characterized. 
this laboratory will be conserva~ive in settiog safety procedures. The 
Sponsor or Spo11sot's Representative shall be notified of any personnel 
exposures requiring a physician's examination or care. 

Sl'fLLM£A'OOW. hie. 
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C. DATA MANAGEMENT 

2. Pm.a Storage: 

3. Data Rep.9J.1.i.!!a: 

4. Rcoort Qcnoration: 

(Rev: 04Nov20) 

Protocol for Study 24069-20 
Page S of5 

The following records will be maintained during lhc sllldy. 

a. Prolocol and Protocol Amendments (if any). 
b. Final report and amendrr1ents (if any). 
c. Su1dy correspondence aod information supplied by 1he Sponsor. 
d. Test substance rec.eip[S and iden1ifica1lon as supplied by Sponsor. 
e. 1'es1 s11hs-rance preparation, s torage and/or dispositioo. 
f. Experimental methods. 
g. Results oblllined from le.ling. 
h. Study duration, temperature~ aud other conditions. if applicable. 
i . Other pertinent da1a. 

All raw data, original protocol, original final report, any 1.unendment(s), and 
a retajned test substance sample will be archived at STILLMEADOW, Inc. 
for a period of 15 yea,s. 

The final repo,t will include all dala as de•cribed in the Good l..aboroto,y 
Practice Standards. including: 

a. Statement from the Quality Assurance Unit. 
b. Signoll,re of lhe Study Director. 
c. A GLP Compliance. Srncemenl signed by the Study Director. 
d. Names of scientific personnel involved in the study. 
e. Dates of studv in itiation and tenn ination. 
f. Identification~ label ioformt1ci-on, descriptio111 preparation and storage of 

the ,est substance. 
g. Descrlptioll of the test procedures. 
h. Study results. 
i . Study duration, temperature, and other conditions> if applicable. 
,;. Conclusions concernfog the physical and d1emicaJ characterist ics oft.be 

1est substance., if possible. 
k. A copy of this l'rotocol. 
I. A1w protoool dC.\liations and the impact, if any, 011 the st~dy. 

A final repon will be geoenncd after completion ofd1e laboratory portion 
of O"' study. 

STI.LLMEADOW, Int. 
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